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Mr. T imothy A. U latowski 
D irector, O ffice o f Compliance 
Center for Devices and Radiological Hea lth  
FoodandDrugAdministrat ion 
2094 Ga ither Road, Room 244 
Rockville, Maryland 20850 HFZ-300 

Dear Mr. U latowski: 

Enclosed are communications sent by two reprocessors, notifying customers that FDA 
has determined that devices reprocessed by them are not considered to be substantially 
equivalent to cleared devices. SterilMed, Inc. and Vanguard Med ical Concepts, Inc. sent the 
notices. Both are chal lenges to FDA, defying the agency in two important ways. 

F irst, the communications declare that their products are safe and e ffective, 
notwithstanding that FDA has not found their products to be substantially equivalent to any 
predicate devices. Products wh ich are not substantially equivalent to predicate devices are 
adulterated if they are introduced into inter&ate commerce w ithout premarket approval by 
FDA. & 21 U.S.C. 5  351(f)(l)(B); 21 U.S.C. 6  36Oc(f). Is FDA willing to permit recalled 
products, adulterated products, to be called “safe and e ffective?” Is it no t presumptuous for 
these companies to tell the hospitals that they need not be concerned because FDA will soon 
agree to allow the a ffected products to return to the market? 
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Second, the communications make no effort to comply with FDA’s recall regulations. 
We understand that FDA has said the withdrawal of these NSE devices possibly may not be 
viewed to be a recall. Irrespective of that, there is doubt that the devices are adulterated. FDA 
at minimum should require that there be respect for 21 C.F.R 5 7.49 (c)(2), whichspecifically 
directs that “[t]he recall communication should not contain irrelevant qualifications, 
promotional materials, or any other statement that may detract from the message.” Both 
communications show no regard for this direction by FDA. In fact, the communications are 
promotional 

The SterilMed notice tells the hospitals “For over 90% of the devices reprocessed-by 
SterilMd there w&3 no change in status.n Itgoesontosay”itisimportanttonotethatthese 
devices were previously cleared by the FDA and were found to be safe and effective as the 
original devices. Therefore, patient safety is not an issue.” And the reason for the recall is 
obfuscated: “Since the affected devices no longer have 5 1 Cl(k) clearance, we are voluntarily 
removing them hm the market in order to eliminate any confusion that this situation may 
create.” However, the purpose of the recall is not to eliminate confMon. 

Vanguard tells the hospitals that it “remains confident each of these devices is safe and 
efficacious for patient use;based on our proven track record and the science behind the initial 
FDA 5 10(k) clearance.” The company adds: ‘Yest assured the Vanguard products on your 
shelves are safe and deliver the highest quality patient care.” These are strong words of 
support for adulterated devices. 

SterilMed and Vanguard do not agree with FDA’s decision that their products are not 
substantially equivalent. This is evident in their communications, which are contemptuous of 
the law and regulations that FDA is bound to enforce. The appropriate agency response is to 
require prompt cormctive messages from thesecompanies, or for FDAitself to issue 
corrections. 

!lkmk you foryour attention to this matter. 

JRP/JMT/cld 
Enclosures 
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